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I. Basis of the report 

1. With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 17)): 



Description, Pages 

1 -23 as originally filed 

Claims, Numbers 

1-16 filed with telefax on 1 9.05.2004 



Drawings, Sheets 

1^-8^ as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority In the 
language in which the international application was filed, unless othenwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 andfer 55.3). 

3. With regard to any nucleotide anclA>r amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the intemational application in written form. 

□ filed together with the intemational application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable fomn. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the intemational application as filed has been fumished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been fumished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing suet) amendment must be refened to under item 1 and annexed to ttiis 
report) 

6. Additional observations, if necessary: 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (lA) 



Yes: Claims 

No: Claims 1-1 6: Yes 

Yes: Claims 

No: Claims 1-16: No 

Yes: Claims 

No: Claims 1-16: Yes 



2. Citations and explanations 
see separate sheet 
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Pe Item V 

Reasoned statement under Article 35(2) PCT with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

The following, documents (D) are considered to be of relevance for the application; the 
numbering will be adhered to in the rest of the procedure: 

D1 : WO-A-01/54736 (SCOTT MICHAEL R ;UNIV CALIFORNIA (US); 

PRUSINER STANLEY B (US); SU) 2 August 2001 (2001-08-02) 
D2: WO-A-01/351 04 (COMMISSARIAT ENERGIE ATOMIQUE ;COMOY 

EMMANUEL (FR); GRASSI JACQUES) 17 May 2001 (2001-05-17) 
D3: WO-A-02/083082 (BIORESOURCE INTERNATIONAL INC) 24 October 

2002 (2002-10-24) 

D4: FR-A-2 774 988 (COMMISSARIAT ENERGIE ATOMIQUE) 20 August 1 999 
(1999-08-20) 

D5: WO-A-02/057789 (ENFER TECHNOLOGY LTD ;0'CONNOR MICHAEL (IE)) 
25 July 2002 (2002-07-25) 

(Not necessarily all documents are referred to in this communication, but may become 
of higher importance during the procedure. This does not exclude the possibility that 
also additional documents may be added to the list during the procedure.) 

The following abbreviations in parentheses apply to this document: page (p), column 
(co), line (I), example (ex), claim (cl). 

1^ Article 33(g ) PCT (Novelty) 

1 .1 Claim 1 meets the requirements of Article 33(2) PCT, because the prior art 
does not disclose a method for prion decontamination comprising contacting an 
entity to be decontaminated with a detergent, with a first protease and \Anth a 
second protease. 

1 .2 Claim 13 meets the requirements of Article 33(2) PCT, because the prior art 
does not disclose a kit comprising a detergent and two or more proteases as 
defined in claim 13. 

1 .4 Claim 15 meets the requirements of Article 33(2) PCT, because the prior art 
does not disclose a composition comprising a detergent and two or more 
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proteases as defined in claim 15. 
% Article 33(3) PCT flnventive Step) 

2.1 Claim 1 differs from tlie closest state of the art (which is seen In D1, see in 
particular examples 17 and 18) in that an entity is treated with two proteases. The 
objective problem posed in view of what is known from D1 would appear to be to 
provide an altemative method of prion decontamination. 

The simple repetition of the treatment with a protease would not appear to be 
Inventive. As the applicant states himself on p 4, 1 28-29 of the present 
description, it "is plain to a person of ordinary skill in the art, the higher the 
concentration of protease(s), the greater and more rapid destruction is achieved". 
Without further evidence that tha method of claim 6 solves a technical problem in 
a non-obvious manner, no inventive step can be acknowledged to the subject- 
matter of said claim. 

2.2 For similar reasons as for claim 1 , no inventive step can be acknowledged for 
claims 1 3 and 1 5. 

2.3 The remaining dependent claims 2-12, 14, and 16 do not fulfill the requirements 
of Article 56 EPC because their subject-matter is either known from D1 or D2 or 
D3 or D4 or D5 or they merely represent a choice among obvious design 
possibilities from which a person skilled in the art would choose without use of 
inventive skill in order to arrive at the solution of the problem posed or they do not 
add any unexpected effect over what is known from the prior art. 

Article 33(4) PCT (Industrial Applicability) 

3.1 Industrial applicability is given, claims 1-16 meet the requirements of Article 33(4) 
PCT. 

4a Further Remarks 

4.1 The sequence of treatment in claim 1 and is not clear. Since it is indicated in the 
description that simultaneous treatment with SDS and protease may reduce the 
level of decontamination, such an indication would appear to be essential for the 
claim. Basis is to be found in example 2 of the present description. 
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4.2 Further inconsistencies in the claims are that claims 1 and 13 merely refer to a 
detergent, whereas claim 15 calls for an ionic detergent. The reason for this is 
unclear. 
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